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Huéng din sir dung thuéce

Rx Thube bdn theo don

"Thudc nay chi ding theo don ciia bdc sj"
MITRIPTIN

* DANG THUOC: Vién nén. X ,
* QUI CACH PONG GOI: Hép 6 vi x 10 vién. Kém theo t& huéng din sir dung thubc.
* CONG THUC: bao ché cho 1 don vi (1 vién) thanh pham: Mdi vién nén chira:
Sumatriptan Succinat
twong ung Sumatriptan  50mg

Ta dugce vd 1 vién
(Té dwgc gom: Microcrystallin cellulose, Natri starch glycolat, PVP K30, Magnesi stearat,
Crospovidon).
* DUQC LUC HOQC:

Sumatriptan thuge nhém thude chita dau nira dau thé hé méi triptan. Pau nira diu lién quan
dén viéc phong thich serotonin giy co mach trong ndo va gdy gidn mach ngoai nio. Pong
mach canh cung cip méu cho té chirc trong va ngoai ndo. Sy gidn no mach nay la nguyén nhén
chti yéu gay ra dau nira diu. Sumatriptan ¢6 téc dung chon loc 1én céc thu the serotonin 5-HT
IB va 5-HT 1D giy co mach (d6ng mach canh), do do chéng lai dau nwra dau. Dy la loai
thude manh, thudng ding trong dau nira diu khi mét s6 thude khéc khong ddp img. y

* DUQC PONG HQC :
-Hip thu: !
Nong do dinh cia thudc sau khi udng lidu 25mg la 18ng/ml (7-47ng/ml) va 51ng/ml (28-
100ng/ml) sau khi uong liéu 100mg, Thudc bj chuyén hoa qua gan lan diu din dén sinh kha
dung thép khodng 15%. Nong dd dinh cua thuée 1a trong tir trong giai doan dang dau nira dau
hodc khong, t, kéo dai hon trong giai doan dang bi dau khoang 2,5 gidr so vai 2 gidy trong lic
khéng bi dau. Khi dung liéu don sumatriptan, liéu ding ty 1 véi kéo dai thoi gian hap thu
(dig¢n tich dudi dudmg cong) so véi lidu trong khoang 25-200mg, nong dd C,,, sau khi ding -
liéu 100mg giam khodng 25% so véi du dodn (dua trén lidu 25mg).

Thire &n khong 1am anh hudng 16n dén sinh kha dung ciia sumatriptan, t.,,. ting nhe khoing o7
0,5 gio. 4
-Phiin bé:
Gin kég vdi protein huyég twong & ty 1¢ thap khoang (14% - 21%). Tac dung cua sumatriptan _j
trong gan ket protein huyét twong chua duge danh gid, nhung ¢ thé chi & mirc d¢ thép. -

Thé tich phan b 1a 2,4 L/kg.

-Chuyén héa — thii tric:

Bi chuyén héa qua gan lan ddu din dén sinh kha dung thap khoang 15%. Thoi gian ban thai
cua sumatriptan vao khoang 2,5 gio. Udng Sumatriptan ¢6 danh ddu phong xa Carbon thy
thude thai trir phin 1on qua than (khoang 60%), 40% duge tim thiy trong phan. Phin 16n thude
tim thy trong nudce tidu 13 & dang chat chuyén hoa chinh, Indole acid acetic (IAA) khong c¢6
hogt tinh, hodc ¢ dang TAA Glucuronid. Khoéng 3% liéu ding duoc tim thdy & dang khéng
bien doi.

Trén in vitro, céc nghién ciru véi microsome & ngudi cho thay sumatriptan dugc chuyén hoa
bdi enzym monoamin oxidase (MAO), chu yéu Ia isoenzym A, trc ché enzym nay lam thay doi
duge dong hoc ciia sumatriptan, ting hédp thu toan than. Khéng thay anh huong dang ké nao
dugc quan sit thiy vai chét e ché MAO-B,
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-Nhitng d6i twong dgc biét _

+Suy than: Anh hudng cia suy thin trén duge dong hoc cia sumatriptan chua duoc kiém tra,
anh hudng nhe trén 1am sang lam ting chat chuyén hoa khdng ¢6 hoat tinh. '

+Suy gan: Gan déng vai tro quan trong trong qué trinh thanh loc sau khi uéng sumatriptan.
Sinh khéa dung cua thudc ting mot céch dang ké & nhiing bénh nhén c6 bénh gan. Trong 1
nghién ctru v6i nhitng bénh nhén suy gan so sanh vé gidi tinh, tudi, cdn ngng vGi nhimg ngudi
khoé¢ manh, & bénh nhan suy gan dién tich dwdi duong cong va ndng do dinh (Chax) tdng
khoang 70%, tyay dat duge sém hon khoang 40 phut so vdi & nguoi khgé manh.

+Tubdi: Duge dong hoc sau khi udng sumatriptan & nguoi gia (72 tuoi, 2 nam, 4 nir) va trén
bénh nhan dau nira dau (38 tudi, 25 nam va 155 nir) trong tu nhu & nhirng ngudi khoé manh
(nam) tudi trung binh 30 tudi. .
+Gidi tinh: Trong nghién ciru so sénh gita nir gidi va nam gidi, khéng c6 su khac biét vé dugce
dong hoc dugc quan sat thdy & cac chi so: dién tich dudi dwong cong. Coue tmee tin-
+Chiing téc: D¢ thanh théi toan than va C,, cla sumatriptan twong ty ¢ nguoi da den (n=34)
va ngudi da tring (n=38).

* CHI PINH:

Diéu trj con dau nira dAu cép tinh y
* CACH DUNG VA LIEU DUNG: =
- C6 thé uéng thudec cung hodc khéng cing thire 4n. '

- Thude diing cang som cang tét ngay sau hodc trong khi ¢6 con dau.
- Ngudi 16n trén 18 tudi: Ding lidu duy nhit 50 mg (1 vién). Trong truong hgp con dau khong

i

hét thi udng tiép mét lidu S0mg (1 vién) nita nhung vin phai céch it nhét 2 gio. Liéu i f

da/ngay la 200 mg (4 vién). I

- Bénh nhén suy gan, ¢6 t6n thuong gan: Lidu dung khong qué 50mg (1 vién). ol
"Thuéc nay chi ding theo don ciia bic sy" U

* CHONG CHIi PINH: -

- Khong dang cho bénh nhan c6 tién si, tri¢u chirg hogic déu hidu bénh thidu mau cuc bé co O

tim, bénh mach ndo, hdi chimg mach ngoai vi, dang diéu tri mot bénh tim mach, chimg dau =

thit ngue, chirng dau thét ngue 6n dinh,

- Sumatriptan ¢6 thé lam ting huyét ap, khong dung cho bénh nhan ting huyét ap khong kiém .

soat.

- Khéng ding ciing céc thude trc ché MAO-A hojc sir dung trong vong 2 tun sau khi da dimg

thuée {rc ché MAO-A.

- Khong ding vién nén Sumatriptan cho bénh nhén liét nira ngudi va dau nira dau do tinh

mach nén. _

- Khong dung cho bénh nhén di ing véi thude hodc vai bit ky thanh phan nao cua thude. -

- Khéng dung cung thube chira fluoxetin, fluvoxamin, paroxetin, sertralin, thuéc chdng trdm
cam ba vong, thudc hé serotonergic khac, thudc tac dung chon lgc 1én céc thu thé serotonin 5-
HT, khac.

- Khoéng dung cho bénh nhin suy gan ning.

- Khéng ding thuoe sumatriptan & ngudi cao tudi, vi sy giam chire néng gan ¢ ngudi cao tudi,
ngudi ¢o nguy co cao véi bénh co that ddng mach vanh, ting huyét ap.

* THAN TRONG :

- Sumatriptan c6 thé sir dung khi da xac dinh cé bénh dau nira dau.

- Thén trong cho bénh nhén tim mach, suy gan, suy than.
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- Sau khi dung Sumatriptan cé thé thiy cam gidc dau va tire thoang qua hogc déi luc dir doi
hon & ngue, ¢ h(_mg. Vi thude ¢6 thé gdy ra nhitng co that ¢ dong mach vanh, nhirng b¢nh
nhén tién sir da c6 dau hiéu hodc ¢ tri¢u chimg nghi ngd nhéi mau sau khi ding sumatriptan
nén danh gié bénh canh 14m sang ctia bénh mach vanh hoic ¢6 y€u to bam sinh cta bénh dau
thét nguc Prinzmetal truée khi didu tri lidu tiép theo véi sumatriptan, nén kiém sodt dién tim
d6 néu liéu ding vin dwoc duy tri ma cac triéu chimg bénh van trér lai.

- Tuwong tu & nhitng bénh nhén cé triéu chitng va déu hiéu lién quan dén sy giam luu hegng
mau, nhu hdi chimg Raynaud, hoi ching thiéu méu cuc bd dudng rudt (ischemic colitis) sau
khi dung sumatriptan nén duoc dénh gia ching vira xo dong mach hoic ¢é yéu t6 bam sinh co
thit mach. '

- Sumatriptan nén dung than trong trén nhitng bénh nhan cé bénh anh hudng dén hép thu,
chuyén hod va thai trir thuée nhur: suy gan hodc suy than. ' i
- Nén thin trong ¢ nhitng bénh nhdn cé tién sir bj bénh déng kinh, tén thuong céu tric ndo dé
gidm nguy co tai bién.

- Nén thin trong loai trir cac bénh thin kinh ning khac trude khi diéu tri dau déu‘fr nhirng bénh
nhidn chwa lam xét nghiém dau nia déu trude dé hodc nhitg bénh nhén c6 tién sir dau diu

"
& n a

khéng dién hinh. Hiém ¢6 bao céo bénh nhan sau khi uéng sumatriptan dé didu tri dau nira dau

sau d6 bi thuong tén than kinh thir cap.

- Trong dieu tri tin cong, néu bénh nhan khéng dép img véi lidu didu tri ddu tién, cdc xét
nghiém bénh dau nira dau nén dwoc xem xét lai truée khi didu trj liéu tiép theo. |
- Gin két vao té bao c¢6 chira Melanin: Vi ¢6 thé xdy ra sy tich lug thude ¢ nhimg té bao giau 37,
melanin, dicu nay cho thy sumatriptan c6 thé gay dge tinh trén nhimg t& bao nay sau mét thoi S
gian sir dung. Kiém sodt toan than vé anh huong dén chirc ning mit chwa dugce tién hanh trong ) An
cac thir nghi¢m 1am sang. Viéc dung thude nén tinh dén nguy co ¢6 thé xay ra nhimg ianh  :ppa
huong dén mit néu dung trong théi gian dai. A SU
- Dyc giac mac: Sumatriptan c6 thé gdy ra duc gide mac va anh huéng dén bidu mé gidcmaco
ché. Diéu ndy lam ngudi ta nghi ngo nhitng anh hudng trén cé thé xay ra & nguoi. B
- Nguy co thiéu mau cuc bé co tim, nhdi mau co tim hodc cic tac dung phy khac trén hé tim
mach: Khéng dung thuéc cho bénh nhin ¢6 tién sir thiéu mau co tim hodc b¢nh dong mach
vanh. Khéng dugc ding thude cho bénh nhin khdng c6 bénh mach vanh nhimg cé yéu td nguy
co (nhu ting huyét ép, ting m& mau, hut thude 14, béo phi, tidu dudmg, tién sir gia dinh ¢6 bénh
ddng mach vanh, nam gii tudi trén 40, nir gi6i man kinh sinh Iy hodc do phau thuat), ngoai
trir cac truong hop c6 bing chimg lam sang dam bio ring cac bénh nhan nay khong bi cac
bénh mach vanh, thiéu mau co tim, cac bénh tim mach ning khac.

* SUDUNG CHO PHU NU' CO THAI HOAC CHO CON BU- lf?/
Chua c6 du dir liéu dé chimg minh tinh an toan khj dung thude cho phu nir ¢6 thai va cho con 3
bu. -
-Phu nir ¢ thai: Chua c6 nghién ciru diy da va duoc kiém soat chit ché trén phu nir c6 thai. -
Khéng diing thuée ¢ phu nir ¢é thai trir khi can nhic giira lgi ich va nguy co ¢o thé xay ra cho

thai nhi.

-Phy nir cho con bii: Sumatriptan duge tiét qua sita me. Nén than trong khi ding thudc cho phu

nir cho con bi. Khéng ding thude & phu nir cho con bu trir khi cin nhic giira lgi ich va nguy

co 6 thé xay ra cho thai nhi.

* TAC PONG CUA THUOC KHI VAN HANH MAY MOC VA KHI LAI XE: Khong sir

dung do khi uéng thudc c6 thé gap mot sd tac dung khéng mong muén (Nhu: chéng mit, 1 tai,
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budn ngii, mét xiu, qué man voi anh sing va tiéng dong, rdi loan thinh gidc, kho tap trung, réi
loan thj gidc, réi loan tri nhd).

* TAC DUNG KHONG MONG MUON CUA THUOC (ADR):

Thwong gap, ADR > 1/100 )

- Dau va tirc & nguc, dau hong, géy va ham dudi (néu dau nhidu va khong thuyén giam can
lién hé vai bac sy).

- Chéng mat, kho chiu, mét, budn ngu, cam giac kién b, cam giac nong hoic lanh, qua min
v6i anh sang va tiéng dong.

- Kho thé, hoi hop & tim, mét xiu, huyét ap tang hodc giam, ia chay, roi loan & da day, dau co,
mé hdi nhidu, phan tmg qua mén.

- Viém xoang, @ tai, réi loan thinh giac, viém hd hap trén, tai ngoai.

It gép, 1/1000 < ADR < 1/100

- C6 céc tri¢u chimg nhu: Nang dau, thén thire, tao bon, co co, trAm cam, khé tap trung chim
chi, rdi loan khiru gidc hodic gidc ngu, hung cam, rung run, dé khéc, méin, ngia, sot, hen.

Hiém gép, ADR < 1/1000 ,

- Thiu méu tim thoang qua, dau thit ngue, réi loan thi gidc, dau mi mdt, tdo bon, xudt huyét
dudmg tiéu hod, phéan khé, rdi loan tri nhd, hung hang, histeri, ch4n dn hoéc cam gidc do6i, hit
hoi, ho, kho da, viém da tang tiét ba nhom, phi né, ting kich thich céc hach bach huyét.

Rat hiém gap: < 1/10000

- 86t hodic phan tmg phan v&, ddi khi nghiém trong (dic biét déi voi bénh nhén c6 tién sir dj

ang).

* Ghi chu: "Théng bdo cho bdc si nhikng tac dung khong mong muon gip phai khi sic dung \
thuéc" :\
* TUONG TAC VOI THUOC KHAC, CAC DANG TUONG TAC KHAC: 2 - N\¢

- Sumatriptan khéng lam anh huéng dén cic xét nghiém ldm sang thudng qui, :

- Cac chadt e ché Monoamin Oxidase Inhibitors (MAOI): Diéu tri véi chat ic ché MAO-A
lam ting nong d6 sumatriptan trong huyét tuong.

- Anh huémg cia bénh Gut va chuyén hod 14n diu qua gan lam, ting hép thu toan than sau khi
uong mét thude trc ché MAO-A cing véi sumatriptan 16n hon so véi uéng thude tre ché MAO-
A va tiém duéi da sumatriptan,

- Sumatriptan va ché phdm co chira ergotamin hodc cdc thudc c6 tac dung kiéu ergotamin
(VD: dihydroergotamin hodc methylsergid) khong dung clng trong vong 24 gio.

- Khéng dung cung thudc chira fluoxetin, fluvoxamin, paroxetin, sertralin, thuéc chéng tram
cam ba vong, thude hé serotonergic khac, thude tac dung chon loc Ién céc thu thé serotonin 5-
HT| khac.

- Mot nghién ctru khéc dénh gia anh huéng cua viée didu tri trude voi chit fre ché MAO-A
trén kha dung sinh hoc khi udng sumatriptan 25mg lam ting hap thu toan thin gan 7 lan.

- Rugu: Uébng ruou trude khi udng sumatriptan khoang 30 phat khéng lam anh hwéng dén
dugce déng hoc cua thude. P
* QUA LIEU :

Bénh nhan ding liéu don 140-300mg khéng thiy xay ra tic dung khéng mong muén c6 y

nghia trén 1dm sang, Nguoi tinh nguyén (n=174) ding liéu don 140-400mg khong xay ra tac

dung ngoai y nghiém trong.

Thoi gian ban huy cua thude khoang 2,5 gity nhung nén theo di bénh nhan sau khi udng qué

lidu Sumatriptan kéo dai it nhit 12 gio hode trong thoi gian cac triéu chirng vin con tén tai.
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* HAN DUNG: 24 thang ké tir ngay san xuit. Khing dwgc dung thudc di qua han ding.
Khi thudc c¢6 biéu hién bién mau, vién am, vi rach, md nhin...hodc ¢o biéu hién nghi ngdr khac
phaéi hoi lai noi ban hodc noi san xudt theo dia chi trong don.
* BAO QUAN: Noi khd, nhiét d6 dudi 30°C.
* TIEU CHUAN AP DUNG: USP35
PE XA TAM TAY TRE EM
"Doc kj hwdng dan st dung trwée khi ding.
Néu cin thém théng tin xin héi ¥ kién bdc si”

THUOC SAN XUAT TAI:
Tén co 56 san xuat: CONG TY CO PHAN DUGC PHAM ME DI SUN
Dia chi: $6 521, ap An Loi, xd Hoa Loi, huyén Bén Ct, tinh Binh Duong
S dién thoai: (0650) 3589036 — S& Fax: (0650)03589297
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